Rx: Thudc nay chi dung theo don thuéc

BFS- NALOXONE

Naloxon hydroclorid 0,4 mg/ml
Dé xa tam tay tré em
Poc kyj huéng dan sir dung truéc khi diing

Thanh phan
Méi 6ng (1 ml) c6 chia:

Thanh phdn hoat chdt: Naloxon hydroclorid (dugi dang Naloxon hydroclorid
dihydrat) 0,4 mg

Thanh phdn td dugc: Natri clorid, acid hydrocloric, natri hydroxid, nuéc cat pha
tiém vira da.

Dang bao ché: Dung dich tiém

Mé ta: Dung dich trong suét dung trong 6ng nhua

pH:3,0-6,5

Chi dinh

- Do ngugc hoan toan hodc mét phan tac dung tc ché than kinh trung uong,
Uic ché hé hdp cua opioid tu nhién hodc téng hop va cac thudc déi khang/chu
van mot phan trén thy thé opioid.

- Chan doan trong trudng hgp nghi ngd ngéd déc hodc qua liéu opioid cap tinh.

Liéu dung va cach dung

Dudng dung: tiém tinh mach, tiém bap hoac truyén tinh mach.

Thudc khéi phat tac dung nhanh sau khi tiém tinh mach, nén dudng dung nay

dugc khuyén cao trong cac trudng hgp nguy cap.

Chi nén tiém bap dung dich tiém BFS-Naloxone khi khong thé st dung theo

dudng tiém tinh mach. Thai gian khéi phat tac dung ctia thudc sau khi tiém bap

cham hon so véi tiém tinh mach nhung thai gian tac dung kéo dai hon.

Thai gian tac dung phu thudc vao liéu lugng va dudng dung, dao dong trong

khoang tir 45 phut dén 4 gid.

Liéu tiém bép thudng cao haon liéu diing theo dudng tiém tinh mach va can diéu

chinh liéu theo tiing bénh nhan.

Thai gian tac dung ctia mét s6 thudc opioid nhu dextropropoxyphen, dihydroco-

dein, methadon c6 thé kéo dai hon thai gian tac dung cta naloxon hydroclorid,

do d6, can ti€p tuc theo déi bénh nhan, va st dung liéu naloxon hydroclorid b

sung néu can.

DPao ngugc hoan toan hodc mét phan tac dung tic ché than kinh trung uong,

uic ché hé hap chia opioid tu nhién hodc téng hop va thudc dsi khang/cha

van thu thé opioid mét phan

Nguai lén:

Liéu dugc xac dinh cho ting bénh nhan sao cho dat dugc dap tng mong muén

trén dudng ho hap, dong thai, va duy tri dugc tac dung giam dau clia thudc.

Liéu tiém tinh mach théng thudng 1a 100 - 200 ug naloxon hydroclorid (tuong

duong khoang 1,5 - 3 pg/kg). Cd 2 - 3 phut tiém nhac lai v6i muc liéu 100 pg

naloxon hydroclorid cho dén khi dat dugc dap ting mong muén.

C6 thé tiém liéu bd sung trong vong 1 - 2 gid, tuy thudc vao hoat chét can doi

khang (thoi gian tadc dung ngén hoac gidi phéng cham), liéu dung, thai gian

dung va dudng dung.

Thai gian tac dung clia thuéc d6i khang cé thé kéo dai hon so véi naloxon

hydroclorid. Do do, tly thudc vao hoat chét gay ra su tic ché hoic trong cac

trudng hop nghi ngs, cé thé truyén tinh mach lién tuc naloxon hydroclorid. Téc

dé truyén dugc hiéu chinh theo tiing bénh nhan, dua trén dap (ing cta bénh

nhan sau khi tiém tinh mach va phan (g ctia bénh nhan khi truyén.

Can than trong khi truyén tinh mach va can chuan bj cac phuong an hé trg hd

hap néu can thiét.

Tré em va tré vi thanh nién:

Liéu khaoi dau: tiém tinh mach véi mdec liéu 10 - 20 pg naloxon hydroclorid/kg, ci
2 - 3 phut tiém [3p lai mot lan cho dén khi dat dugc dap ting mong muén.

C6 thé tiem liéu bé sung trong vong 1 - 2 gid, tuy thudc vao dap ung ctia bénh
nhan, liéu lugng va thai gian tac dung cla opioid.

Ngudi gia:

Can than trong khi st dung naloxon hydroclorid cho ngudi ¢ tién st tim mach
hoéc dang st dung thudc gay déc tinh trén tim do thudc cé thé gay cac tac dung
phu nghiém trong trén tim mach nhu nhip tim nhanh that va rung tim, xuat hién
sau khi st dung naloxon hydroclorid & cac bénh nhan sau phau thuat.

Chéan doan trong trudng hgp nghi ngé ngd ddc hodc qua liéu opioid cap
tinh

Nguoi lon:

Liéu khai dau: tiém tinh mach 400 - 2000 pg naloxon hydroclorid, ctt 2 - 3 phut
tiém Iap lai mot 1an cho dén khi dat dugc dap ting mong muén.

C6 thé tiém bap néu khong thé tiém qua dudng tinh mach.

Néu khéng thay dép (ing sau khi st dung téng liéu 10 mg naloxon hydroclorid,
thi nguyén nhan Uic ché cé thé la do diéu kién bénh ly hodc do mét thuéc khéng
phai 1a opioid.

Tré em va tré vi thanh nién:

Liéu khéi dau théng thuang la 10 pg naloxon hydroclorid/kg, tiém tinh mach.
Tiém I3p lai v6i muc liéu 100 pg/kg néu khéng thu duge dap ting mong muén.
C6 thé truyén tinh mach tuy thudc vao déap tng clia tiing bénh nhan.

C6 thé tiém bap néu khéng thé tiém tinh mach (liéu khai dau 10 ug naloxon
hydroclorid/kg), chia thanh nhiéu liéu.

Tré so sinh c6 me dung opioid

Liéu théng thudng 1a 10 pg naloxon hydroclorid/kg, tiém tinh mach, ci 2 - 3
phat tiém 13p lai 1 1an cho dén khi thu dugc tac dung mong muén.

C6 thé tiém bip néu khong thé tiém tinh mach (liéu khai dau 10 ug naloxon
hydroclorid/kg).

Chéng chi dinh

Chéng chi dinh véi bénh nhan méan cdm véi naloxon hydroclorid hodc véi bat ci
thanh phan nao cda thudc.

Canh bao va than trong khi dung thuéc

Than trong khi st dung cho bénh nhan da dung liéu cao opioid hoac phu thudc
opioid (bao gém ca tré so sinh c6 me phu thudc opioid). Ddo ngugc qua nhanh
tac dung cda opioid c6 thé gay ra hoi ching cai thuéc nhu cao huyét ap, loan
nhip tim, phu phéi va ngiing tim.

Theo déi ky cac bénh nhan c6 dap tng tét sau khi dung naloxon. Tac dung cla
opioid cé thé dai hon so vdi tac dung cla naloxon hydroclorid, khi d6, can tiém
1ap lai liéu khac.

S dung liéu cao naloxon hydroclorid & bénh nhan sau phau thuat dan dén dao
ngugc tac dung giam dau, kich déng va tang huyét ap. Dao ngugc qua nhanh tac
dung opioid cé thé gay ra tinh trang buén nén, nén, d6 mé héi va nhip tim
nhanh.

Naloxon hydroclorid khéng c6 tac dung déi véi cac trudng hgp Uc ché than kinh
trung uang khéng do opioid. Pao ngugc tac dung Uc ché hd hap gay ra do
buprenorphin cé thé khéng hoan toan. Néu dap ung khéng hoan toan, can hé
trg co hoc.

Naloxon hydroclorid cé thé gay ra ha huyét &p, tang huyét ap, nhip nhanh that,
rung tim va phu né phéi. Cac tac dung khéng mong muén nay xuét hién sau
phau thuat & cac bénh nhan méc bénh tim mach hodc nhiing bénh nhan dang
dung thudc c6 doc tinh trén tim (vi du thudc chen kénh calci, thuéc chen beta,
digoxin).

Méi ml ché phdm chia 3,54 mg natri. Can than trong khi st dung cho bénh nhan
dang trong ché do kiéng natri.

St dung thuéc cho phu nii ¢6 thai va cho con bu

Phu nir ¢é thai

Hién tai chua c6 d di liéu vé viéc sir dung naloxon hydroclorid cho phu nit
mang thai.

Nghién ctiu trén dong vat cho thdy c6 déc tinh sinh san. Chua xac dinh dugc
nguy cd trén ngudi.

Khong nén st dung thudc trong thai ky, trir khi can thiét.

Phu nit cho con bu

Naloxon hydroclorid c6 thé gay héi chiing cai thuéc & tré sa sinh.

Khong rd naloxon hydroclorid cé di vao stta me hay khéng va chua xéc dinh anh
huéng clia thuéc 1én tré bu me.

Do d6, nén tranh cho con bu trong 24 gid sau khi dung thudc.

Anh huéng dén kha néng lai xe va van hanh may méc

Hién chua cé nghién ctu dnh hudng clia thudc dén kha nang lai xe va van hanh
may moc.

Tuy nhién, cdc bénh nhan sau khi dung naloxon hydroclorid dé ddo nguoc tac
dung cla opioid khéng dugc tham gia giao thong, van hanh may méc hodac cac
hoat déng khac doi hoi su géng suic vé thé chat va tinh than trong vong 24 gid vi
téc dung clia cac thudc opioid c6 thé quay tréd lai.

Tuong tac, tuong ky cta thudc

Khéng thay c6 tuong tac gilra naloxon hydroclorid véi barbiturat va tranquillizer
khi dung & muc liéu thong thudng.

Chua c6 dit liéu théng nhat vé tuong tac gilra naloxon hydroclorid véi alcohol.




& bénh nhan bi ngd doc bai opioid va chét giam dau hoac con, hiéu qua clia
naloxon hydroclorid cé thé bj tri hoan tuy thudc vao nguyén nhan gay doc.

Tac dung gidm dau cGia buprenorphin trén bénh nhan da st dung buprenorphin
c6 thé dugc phuc héi sau khi st dung naloxon hydroclorid. Tuy nhién, tac dung
dao ngugc tinh trang Uc ché hé hap gay ra bai buprenorphin la gidi han.

Da c6 bao cdo vé trudng hop ting huyét ap & bénh nhan dung naloxon
hydroclorid trong trudng hgp hon mé do dung qua liéu clonidin.

Tac dung khéng mong muén

Tac dung khdng mong muén dugc chia theo hé ca quan va tan suat nhu sau:
Rat thudng gap (1/10), thudng géap (1/100 dén 1/10), khong thusng gap (1/1000
dén 1/100), hiém gdp (1/10000 dén 1/1000), rat hiém géap (1/100000), khong
biét (chua c6 dl di liéu)
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Théng bdo ngay cho bdc si hodc du'oc si khi gdp phdi cdc
tdc dung phu ciia thuéc.

Qua liéu va cach xit tri
Thudc ¢6 chi dinh va chi sé diéu tri rong, do do, hiém khi xay ra tinh trang qua
lieu.
Chua ¢6 tac dung khéng mong muén nao dugc xac dinh sau tiém tinh mach 10
mg naloxon hydroclorid va liéu tich liy dudi da lén dén 90 mg/ngay.
Cho dén nay, chua c6 trudng hgp qua liéu naloxon hydroclorid nao xay ra.
Pac tinh dugc luc hoc
Nhém duge ly: Thubc gidi doc
Ma ATC: VO3AB15

Naloxon hydroclorid l1a chat d&i khang chon loc opioid, canh tranh thu thé
opioid. Naloxon hydroclorid ¢é &i luc cao véi thu thé opioid, do d6, thay thé cac
chat chti van opioid va cac chat déi khang timg phan.

Naloxon hydroclorid khéng cé tac dung ddo ngugc tac dung tic ché than kinh
clia cac thudc gay ngut hodc cac thudc khéng phai opioid va khéng cé dac tinh
“chdi van”hodc“giéng morphin” nhu cac chat chl van opioid khac. Tac dung gidm
dau xuat hién khong dang ké, chi hoi buén ngl va khéng ic ché hé ho hap,

khéng réi loan tam than, réi loan tuan hoan va thu hep déng ti ngay ca khi dung
liéu cao gép 10 1an liéu théng thudng.

Naloxon hydroclorid khéng c6 tac dung khi chat gay ra tadc dung khong phai
opioid hodc chat chli van opioid.

Vi naloxon hydroclorid khéng lam ndng thém tinh trang tic ché hé hap, do d6, né
dugc dung dé chan doan phan biét.

Naloxon hydroclorid khéng gay ra tinh trang |é thudc thuéc. Trong truéng hgp 1&
thudc opioid, st dung naloxon hydroclorid c6 thé lam tdng thém triéu ching
phu thudc thudc vé mat vat ly.

Tac dung clia naloxon hydroclorid xuét hién trong vong 2 gidy sau khi tiém tinh
mach. Thai gian tac dung phu thudc vao liéu, thudng trong khoang tur 45 phat
dén 4 gio. Tuy thudc vao liéu lugng, loai opioid hodc dudng dung ma can nhéc co
st dung liéu Iap lai hoac khéng.

Pac tinh dugc dong hoc

Hap thu

Naloxon hydroclorid hap thu nhanh qua dudng tiéu héa nhung bi chuyén héa
budc mét va nhanh chéng chuyén sang dang khéng ¢ hoat tinh khi dung theo
dudng udng. Mac du thudc ¢é tac dung khi dung theo dudng uéng, tuy nhién,
dé dat dugc hiéu qua mong mudn liéu dung sé phai lén hon nhiéu so véi dudng
tiém (sinh kha dung dudng uéng béng 1/50 so véi sinh kha dung dudng tiém).
Do d6, naloxon hydroclorid dung theo dudng tiém.

Phéan b8

Sau khi dung theo dudng tiém, naloxon hydroclorid nhanh chéng dugc phan bé
vao cac mé va dich thé, dac biét la ndo vi thudc cé ban chat ua dau. Tai thdi diém
dat ndng do dinh trong huyét thanh (15 phat sau tiém), néng do thudc tai ndo
cao gap 1,5 1an so vdi néng do thudc trong huyét tuong.

& ngusi I6n, thé tich phan bé & trang thai 6n dinh la khoang 2 I/kg.

Naloxon hydroclorid di qua nhau thai, tuy nhién, chua ré naloxon hydroclorid c6
di vao trong sita me hay khong.

Chuyén héa

Naloxon hydroclorid nhanh chéng bi chuyén héa & gan, chli yéu dudi dang lién
hgp véi acid glucuronic va phan ting de-alkyl hdéa loai nhém 6-keto. Naloxon
hydroclorid va chat chuyén héa dugc dao thai vao nudc ti€u (70% trong 72 gid).
Thai tri

Naloxon hydroclorid cé thai gian ban thai trong huyét tuong ngén, khoang 1 -
1,5 gi¢ sau khi tiém.

Thai gian ban thai trong huyét tuong & tré so sinh 1a khoang 3 gid.

Téng do6 thanh thai la 22 ml/phut/kg.

Quy cach déng géi: 1 ml/6ng nhua, hdp 10 6ng nhua.

Bao quan: Noi kho rdo, thoang mat, tranh anh sang, nhiét dé dugi 30°C.

Han dung: 36 thang ké tir ngay san xuat.

Tiéu chudn chat lugng: Tiéu chudn co s&.

Nha san xuat
cPC1HN
Coéng ty ¢6 phan Dugc pham CPC1 Ha Noi

Cum céng nghiép Ha Binh Phuong, xa Van Binh,
huyén Thudng Tin, thanh phé Ha Noi.

T5-15-300321-D00001

Kich thudc (R x D): 190 x 250 (mm)




